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THE UNITED STATES FOOD AND DRUG ADMiNLS'rKA'l'lOK 

Ccntcr for Dcviccs and Radiological HcaIIIi (CDRIf) 


and 

DUKE UNIVERSITY (DL)AND 


D U m  UNIVERSITY HEALI'LI SYSTEM, INC. (DUHS) 

DURI.IAhI, KC 


'lhc Ciiited Statrx Food and Drug Administration (FDA) and Duke University (DU)and 
- -~ l rcJhrkc ; l~n-~ea lLl~  Systcm, Inc. (DUHS).FDA, DU and DUHS llavc a shard  

iiltcrcst in scicntific progress and advancing thc irontlers ofrncdicine. Ail of thcsc 
orgarn7at1onsarc actively engagcd in d ~ c  excltangc of scicntific information in divctse 
(iclds of scicncc that affcct human and an~lilal liealth a d  mcdic~ne.Duke U n ~ twsity's 
rl~isslog includes a cornmittncnt to hclp tfrosc who suffer, cure disease and promote hcalth 
!l~ruugl~ patient a r c .sophisticated medical rcscarch and tl~ougl~tful 'This mission 1s 
conslstcnt wit11 a hndammtal part of FDA's miss~on-to protect and prornotc tltc public 
huslrh not11FDA md DU institutions cndorsc scient~fic training for government 
cmployccs, academicians and students lo cslnblish a strong foundation in 
~ntcrri~sciplinaryscicncc and medicine. 

1111s Xlcmorandum of Undcntanding (MOU) cstablisllcs tcms of collaboration betwccn 
I-DA ;u\d DU and DUHS n,support thcse shared interests arld will begin with an 
rr~itiat~vccntitled: Tllc FDA DU and DUHS Electivc P r o g m  . Tliis initiative will add a 
t:nrquc ;~sl>ect to tile training bcingprovided to thc 11at get~cration oflealth care 
~\rofcssionais. Through the guidclincs statal in this MOU, participants will have thc 
oj)po~tunityto enhance thcir educational expericncc by pnrt~ciyating in a CDR!iMedical 
Ilcv~cc 1-cllowship Program (RIDFP) rotation that will focus on mcdical dcvico 
rcgulatlon arld approval. Othcr opponunitics such as sabbaticals, predoctora1 arid post-
tloaor.ril fellowships and student ~ntmships  will bc csplorcd as this partncdlip develops. 

1idCt1parry agrees toprotect non-publicPrnpri&iry/Confideniial Information. 
I'roprictsryfConfidcntial tnfonnation shallnot be disclosed, copicd, rqmduced or 
othcn\,~scmade available to any person or entity without thc consent of the owning Party 
cxccpt as required under court order or he Freedom of Information Act (5 U.S.C. 552). 
P,ir:io par t icimng in this MOU will firthcr dcclare that they will bc discpalifid from 
prir.ti~ipat~ng may rcsult i l l  any FDA decisions rcprding approval of pmducts d~at  

(111cc~lj*from activities conducted under this MOU. 




[. Food and Drug Administration 

I:or this initiative, CDRH MDFP participants nlay iricludc DU and DUHS 
students, residents, feliows and faculty or staff. FDA CDKH ivill provictc DU and 
DUHS participants the follouring: 

Opportunities to participate in training courses and sen~inarssr FDA or 
~vcbbascdtraining provided tllrouS)1 FD.4 CDRH &andthe CDRH Staff 
College, as resources pemlii. 
Opportunitics to cxy lorc collabontive rcscarcll 
with FDA CDIlH faculty, rcsidcnts, and staff, lnboratoncs or aK~iiarcd 
facilities. 

-. -
-nication with CDRICEtTUlIj'Bnd staff v~cihcc-to-face 

meetings, coiifcrcncc calls or tclcconferenccs. 
Welcomc to faculty, stall', and residents wishing to visit FDA. 
Conununication of this collaborative effort tluough web pages, press 
rcleascs, telcconferenccs, informal conversations with co!lmgucs, 
faculty and students, joint confcrcnccs and s~mposia. 
Off i~cspace and/or laboratory facilities, as nccdcd for rcswrcl~and 
revicw activitics. 
Opportunities for candidates to scwc as a CDRI-IMcdical Dcvicc: 
Fellows or Visiting Scholars. 
Opportunities for fscuhy lo spcnd a sabbaricnl wid1 the agmcy with 
terms of thc sabbatical to bc ncgotiatd betwccil the individual md thc 
agctlcy. 
Opponunity to obtain in-depth training In devlce review practices and 
policy via a 6 month rcsidcntial training session. 
Opportunity to p8rticipaI.c in reviews of medical devices and provide 
co~uultations,as appropriate, in tl~eira m  of expertise h r n  their home 
ofice aftcr the 6 month rcsidcntial training scssion. 

Participar~tsin this program will not be pcnl~ittedto serve on device advisory 
panels reviewing a product for which they provided consultative or review 
services. Parlicipants agrcc that they wiIl be disqualified from any FDA decisions 
regarding approval of products that rcsuIt directly from activities conducted under 
this MOU.The slritutory provisions about former and post federal anploplent  
restrictiot~swill apply to the participants in this program. 

11. DU and DUHS:Durham, NC 

DU and DUtiS will providc FDA CDRH p e t s o ~ e lthe following: 

Laboratory and/or office spacc as needed. 
Proactive cRorts in cstablishillg collaboralive ttlscarch efforts. 
Contitwing and ficqucnt cornrni1nica;alionwith DU and DUHS faculty 
slnd staff, to include facc-to-face winm~rnicationand tclcconfcrenccs. 
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('OX1 113EKTIAI.- DO NOT DISTKIBI,!TE uithout psrnliss~onfrom tllc cor~trrctpcnon norcti an page 5 .  

Welcome to FDA sraff wisliirig to visit rclevant DU anc! DUI-IS 
programs and laboratorics. 
Communication of this collaborative cffort through wcb pages, prcss 
releoscs, infontla1 conversations with colleagues, facufty and students, 
joint wnfuenccs and symposia. 
Adjunct faculty appointmcrlts In rclcvant DU and DUHS pmgrnms or 
dcpartmcnts for those FDA statTmcmbcrs working wiUi DL;and 
DUHS students or rcsidcnrs nn&or assisting in teachins at Dl1 and 
DUHS. 
hcountgcntcnt of gaduatc studcntslrcsidcnts to elect short-tcnn 

>I - - .Il.sagortuaitiwinfDA r e v i c w d i v ~laboratories. 
Opportunity to attend graduate courses. 
Opportunity to visit and rcccive short tenn training at the DU and 
DUHS consistent with slandsrd DU and DUHS politics, resources 
permitting. 

In addition to the above, FDA CDR1.I via the MDFP will provide DU a i ~ dDUHS 
candidates thc followirig, as part of ofhc FelloarsltipProgram: 

r DU and DUHS will pre-sclect the candidatcs that ulrll hc pertrritted ro 
apply 
FDA w11lselect [lie partic~pants,using mutually ageed upori criteria. 
Both panics wilt agec on a trainindregulatory work plan of at lcast 
six (6) months in Ic~tgtl~. 
Consistent with DU end DUHS aild FDA r u b  and regulations, and 
nqotiatcd on a case-by-mcbasis, FDA mentors can, wbac 
appropriatc, participate in othcr aspccts of the candidate's educational 
program.. 
As appropriate, openness and welcome to candidates intcrcsted in an 
opportunity to rotate through FD.4 centers, to obtain short-term 
trainicig and hands-on cxpcriencc. 

i'anicipants in this program will not bc pcrmittcd to scrvc on device advisory 
pands reviewing a product for which thcy provided consultative or rwlcw 
services. Porticipaurts will agrcc that [hey will bc disqualified From any FDA 
decisions regarding approval of products tlut rcsult directly from activities 
conducted urldcr this MOU. Tllc statutory provisions about fbrmcr and post 
icdcral cinployment restrictions will apply lo the participants in  chis p r c ~ ~ ~ a r n .  

111. Purpose 

I n  the FDA DU and DUHS Elective Program ,FDA and the thrcc orpnlzations 
~ v t l lwork cooperatively to give panic~panrsa better ulldcrstanding of thc medical 
product approval proms.  relevant FDA rep13tions and Icgislation. and rhc typcs 
t ) f  iippIicatiot~ssut)mitted for review. 
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C'O?IF!CE?rT4A6- D O H ~ W b T u . i h ~ . p - r ~ a r ~ d o nfrom the contact pcrson notcd on pagc 5.  

Pnrcr~t,liccnsc, and otlicr Icgal instmnients u*ill be prcparcd in accordaricc wit11 
federal law and D'U and DUHS policy, and written noticc referencing t l~cpolicies 
:~:i!l be provided lo the individual prior to cntering duty with J:DA. Dt'and 
TIUHS and FDA may decide to enter ~n to  a Coopcratlvc Kwcarch and 
I~e~~elopmcntAgrmlcnt (CRADA) at a Cuturc time to conduct collaborotivc 
rcsarch and projects of m u u d  intercs~. Thc terms of such a CRADA will 
:~ddmsIntcllectlwl Propcny rights. 

- - ---<. 
I o m between FDA and DL!andc basis for the in~lials&i~~ons 
DUHS for fcllowslip opportunities, sabbaticals, racach, UICI scieutific 
ccucation. Howcver,as this collaborative effort progrcsscs, it is arlticipntcd that 
IIC\V arcas of mutual intcrcst may be included in expansions of this document. 

1'. Finances and R w u r m  

I)[! and DUHS and FDA agree that tliis MOU docs not conlnlit cithcr piiny to 
~nnkcspecific levels of financial or pcrsonncl suppon or to provide spcc~ficoffice 
nr laboratory spacc for thc programs and that thc provision of such support will bc 
based on available rcsourccs and provided ia accordance with thc rules, 
i-cgulations and laws uridcr which FD.4 opcratcs and the policies of DU and 
[IUHS. 

1'1. Citizcnsllip ilnd Security Clearance 

Dl.' and DUHS individuais participatir~g in thr: MOU will be United St:~rcs 
clrlzens or pcnnanult residents. Rcsarding the lattcr, al l  fedcral rcstrict~orls will 
tic adhcrcd to. Jnformztion niay be obtair~cd frorn participarlis by tlie agcncy for 
~ecurity c l c ~ a n c c  or access to FDA ijcilitics ond office;. Tltc infb~ml!iion 
dxained may be redisclosed to othcr I-edaal agencies for the ab0i.e pu:-posesarid 
!n fulfillment ofofficial rcspnsibilitics to thc c x t a ~ tthat such disdosurc is 
f)enniffcdby law. 

I . Protcclion of Non-Public Infonnation 

Residents, fcllows,fnculty and students appo~nted to a psi t ion at FDA will bc 
rcquirod to sign n Commitment to Prntcct h'on-public Ir~formation agcement 
\ifllerws access to pnviieged inforrn:~rroniri thc filcs of thc Food arid Dn~g 
.idnrinislnition is required in the pcrfonnancc of official dutics, t l~cparty will 
.lgrce and ceriiQ in writ~ngthat thcy slialI not further rclense, pub l~s t~or disclose 
such information and Chat Uwy shall protect such infonnation In accordclnccwith 
thc pmvisions of 21 U.S.C.33 lu), 2 I U.S.C. 360j(c), 18 U.S.C. 1005. 'inel other 
i)cnincnt laws d regulations govem~rig the contidcntiality of pn\.~legctl 
~nfc~nnalion. 
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!:QNF!lJFNl.&L-LUJAQ7: DISTRIBUEuriLaKJclr permission fiom U r n  conwct pcrsao noted on page 5. 

\!!I. Conflict of Intcrcst 

Individuals must bc frcc of conflict prior to performing his or hcr duties. 
Residents, fellows, faculty and studcnts sclccted as a fellow or visiting scholar 

FDA will bc required to sign a Conflict of interest Clearance agreement. 
Pursuant to the Ethics in Govcmmc~~tAct of 1978, thc partics may dso be aslid 
to file o financialdisclosure report. The person respnsiblc for the participants' 
;issigmncnts will be advised ofany potcntiol conflict so that conflicting 
assignments can be avoided, consistcrlt with tile agency's needs. If at any time 
prior to or during ljle performance of lhe assigned duties, the program participant 
bclicvcs that a potcntial or actual conflict exists, the individual must notify his or 
hcr supervisor and thc FDA contact person indicated below on this agreement. A 

.,.- *l.?lE%R%nation will bc ~nadebyFDtb'CDRH as to whcthcr a conflict of intcrcst 
exists and if real, how to rcsolvc or mitigatc it. Participants in thc prograrn will 
cnfoidactivilies or relationships tkot would muse a reasotublc pcrson to question 
the impartialityof his or her actions. 

'I'i:c individual to whorn all inquiries to FDA stlould bc addrcsscd is: 

Wnncy J. Pluhowski 

Direstor, Mcdical Dcvicc Fellowshiys I1~+ogrnn 

Food and Drug Administration (FDA) 

Ccnler for Dcviccs arid Radiological Health (CDRH) 

9200 Corpclrotc Blvd (HFZ-I) 

Itockville, MD 20850 

P~IOIIC:
(3011827-2890 

FAX: (301)443- 1353 

E111ail:nancy.pluhowski@.€da.hhs.gov 

'i'hc individual lo whom all inquiries regarding the FDA Duke Univ~xsity 
Elective Residency Program: 

Dima B. McNcill, MD 

Director, RcsidcncyTrainiy Prow,~ni 

l3ukc Uvrivcrsity Medial h t e r  

13(1x31511 

I)urlla~i~,
NC 277 1 0 

Phorle: (919)684-3841 

FAX': (9191668- 1 559 

Ernail: mcncia06@mc.dukeecdu 
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C(3XFiT>T.-i;AL- PO 2QT&TRilBLTE withnt ;\crc~isaootmrn l l tc concoct person notcd on p ~ g c5.  

'She illdividual to whoin all inquires rcgnrdirlg the Dukc Univcrsity tlcalth 
Systcm: 

."ilalcolmIsley 

Associate Vice President, Network Scnliccs 

Dukc Univcrsity Health System 

3100 Towcr Blvd., Suitc 600 

Box SO 
Durham, NC 27707 

T'llc>nc: (919)419-5033 

FAX: (919)493-9159 


- e - . . . . L k ~ s l e y C c u d u k c . c d u  

,1611L-:I:IITO: n / 

1'NITED STATES 

I { I r :  .~." 

S 1 

Dvlicl G.Schulk, M.D, 

Director, Center for Dcviccs 

I<:!diological Health (CDRI-I) 


- - q - l  l - O L  
rmtative Datc 

Gordon Williruns 

\-icc Chancellor for Opwations .DL'h?C 


DUKE HEALTH SYSTEM, NC. 

Sisnature ofauthorizd rcprcscntativc Datc 

~llalcolmlsley 

.4ssc;ciatc Vice President, Network $elvices 


L31': -
~ i p a t u 4of authorized qrcrenf.(ivc Date 

i\:il l  iam J. Fulkcrso~~,MD 

\:ice f'rcsident, Acute Care Division 



